DUET DHA 400- .beta.-carotene, ascorbic acid, cholecalciferol, .alpha.-tocopherol acetate, d-,
thiamine mononitrate, riboflavin, niacinamide, pyridoxine hydrochloride, folic acid,
cyanocobalamin, calcium carbonate, iron, magnesium oxide, zinc oxide, cupric oxide, iodine,
omega-3 fatty acids

Eckson Labs, LL.C

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

Duet DHA 400

DESCRIPTION:

This product is a gluten free prescriptionregimen of prenatal multi-vitamin, multi-mineral and omega-3
fatty acids, supplied as tablets and softgel capsules.

Each tablet contains:

Supplement Facts
Serving Size: 1 Tablet

Amount Per

Serving
Vitamin A (beta carotene) 2,800 IU
Vitamin C (ascorbic acid) 120 mg
Vitamin D (cholecalciferol) 820 IU
Vitamin E (dl-alpha tocopheryl acetate) 3 mg
Vitamin B { (thiamine mononitrate) 1.8 mg
Vitamin B ; (riboflavin) 4 mg
Niacinamide 20 mg
Vitamin B g (pyridoxine hydrochloride) 50 mg
Folic acid 1 mg
Vitamin B 1, (cyanocobalamin) 12 mcg
Calcium (calcium carbonate) 200 mg
Iron (polysaccharide iron complex and sodium iron (III) ethylenediaminetetraacetate, 75
Ferrazone ®) g
Magnesium (magnesium oxide) 25 mg
Zinc (zinc oxide) 25 mg
Copper (cupric oxide) 2mg
Iodine 220 mcg

OTHER INGREDIENTS: microcrystalline cellulose, starch, silica, magnesium stearate, polyethylene
glycol, polyvinyl alcohol, titanium dioxide, talc, FD&C red no. 40 aluminum lake, FD&C blue no. 1 &
no. 2 aluminum lake

WARNING: Accidental overdose of iron-containing products is a leading cause of fatal poisoning in
children under 6. Keep this product out of reach of children. In case of accidental overdose, call a
doctor or poison control center immediately.

Each softgel capsule contains ina clear solution of 400 mg purified omega-3 long-chain fatty acids
including DHA (docosahexaenoic acid) and EPA (eicosapentaenoic acid).



Supplement Facts
Serving Size: 1 Softgel Capsule

Amount Per Serving
Total omega-3 long-chain fatty acids (as DHA and EPA) 400 mg

OTHER INGREDIENTS: gelatin, glycerin, purified water

INDICATIONS:

This product is a gluten free prescriptionregimen of prenatal multi-vitamin, multi-mineral and omega-3
fatty acid supplements indicated for use in improving the nutritional status of women throughout
pregnancy and in the post-natal period for both lactating and non-lactating mothers. This product is also
useful in improving the nutritional status prior to conception.

CONTRAINDICATIONS:

This product is contraindicated in patients with known hypersensitivity to any of the ingredients,
including fish or fish oil.

WARNINGS:

Folic acid alone is improper therapy in the treatment of pernicious anemia and other megaloblastic
anemias where Vitamin B 1> is deficient.

Since daily ingestion of more than 3 grams per day of omega-3 fatty acids, including alpha-linolenic
acid (ALA), eicosapentaenoic acid (EPA) and docosahexaenoic acid (DHA), from fish oils may have
potential antithrombotic activities and may increase bleeding times, administration of DHA should be
avoided in patients with inherited or acquired bleeding diatheses, including those taking anticoagulants.

KEEP OUT OF REACH OF CHILDREN.

PRECAUTIONS:

Folic acid in doses above 0.1 mg daily may obscure the diagnosis of pernicious anemia (hematologic
remission may occur while neurological manifestations remain progressive).

DRUG INTERACTIONS:

Pyridoxine supplements should be avoided in patients receiving levodopa alone, as the actions of
levodopa may be antagonized.

ADVERSE REACTIONS:

Allergic sensitization has been reported following both oral and parenteral administration of folic acid.

DOSAGE AND ADMINISTRATION:

Before, during and after pregnancy, one tablet and one softgel capsule taken by mouth daily or as
directed by a physician. The tablet and softgel capsule may be taken together or at different times of the
day. Caution should be exercised to ensure that the prescribed dose of DHA does not exceed 1 gram
(1,000 mg) per day.



HOW SUPPLIED:

A 30-day regimen supplied in a carton, NDC 44118-807-30, consisting of one bottle containing 30
maroon tablets, imprinted “800”, and one bottle containing 30 softgel capsules. These child-resistant
bottles are tamper evident by foil seal under cap.

STORAGE:

Store at controlled room temperature 20° to 25°C (68° to 77°F), excursions permitted to 15° to 30°C
(59° to 86°F). Relative humidity not to exceed 65%. Protect from moisture, excessive heat and
freezing. Note that contact with moisture may produce surface discoloration of the tablet.

To report a serious adverse event or obtain product information, call 1-855-899-4237.
www.DuetDHA.com

Manufactured for:

Eckson Labs, LLC

1000 N. West St., Suite 1200, #927
Wilmington, DE 19801

Ferrazone® is aregistered trademark of AkzoNobel b v
1800009 v1 Rev. 07/2018

I 1
DESCHPIION: This p-odael.ar_‘“?m w.\mc; Aecderel  peedoe  of WARMINGS. Tele cod chine s imprage: Rx Cnly NEC 241 1840730 euceed | grom [1.000 mgl por dey.
prorigicn mgwnal prenail =l=danin, ning produch 15 @ bedrg ceuwe evay in the tecimen! of pernicious anaria
e | dec omege-3 oty ocids |r..g..|,==l= ing im chilinn uncler ﬂ? mim..—p-gdahla.s:ama whare Viomin Hcvwsuvhlf:',: men wppled
supebied 0 foblets ond soigel capoukes. |h| eoduct ot sn‘mhatlhn\:‘ e Bz s cloficant ina cerior NOC 221 Wj?l Fceitigp of
| — of occicern| cwewon, coll o docer o g N porwon
imec ot ar\oeuul\rgsllwnl—w—'v : fmpcinied S00" comfpining 30
r"":’ "":' = = | & Tadcng Wheus vt heant selpe capnles ne?:-:‘ [ batls o
figel capsde conlaine = o dear Btstnds T temper eveden| by fol
i,.,-?.m?w:l-.wﬂmeh.n ord e e ae or it
ety ecies ndcng DHA [ecosrmnmmoe rom hish ik may hove potertial ar Ilvvvwn' 400 STORAGE: S ot e
ood| ond F4 (e cosspenicencic ook e.z.mn ond sy ncmome blmding © mmperntwe 20 o 25°C |68° o ??'\‘l
oomaisaton of CHA u'mlebonwm'\ mugursions parmilied 1 15" 30°C *O‘m
au‘e!lslvhlrr-ucvmu-dﬂrc BAF). Relotve humidity ot o sxceed G5
eking oo {3 olec! from  mobihe '9 eRCEIIE e
Supplement Facts dicshases, ched g busss ning vl = Frotect e oot
Serving Safigel Cansele y P P s 3
L. KEEP OUT OF REACH OF CHLDREN {.’/M/MAWZW Phnati \eThmatonsr Eccn ot ho ot
PRECAUTIOMS: Folic ocid in dems above 0 Te meport o overt or obmin
Tl tmega-3 o - e e g s et Ay
tany acids (13 BHA s EP) womg| | o et saon moy EEER i
oocw whiks '\-vnlnq(.cﬂ manfesalons emaln e DDA o
Ongs‘: INGREDIENTS: gelorn, gheearn, MWarufoctmd far:
Pusiec woles Dk‘ﬁ m “ u‘uw Ty D’:‘:,"T: Feerunes an innovatie bland of ie ane E k b
INDICATIONS. Tris produc: 1 o gloen e Jone, o e oo ol emegerd lengrehain bty acidds cKson La S
preseralan rogiren ol praneil m h..ednpum. hte\uqmlm i
B et ard " ooeger ity ecd 00N, s 81, S 1200, 4627
h.pullmul icated for wie In -w-n ADVERSE erm sans fipaton Wilminglen, D 1%,
o nsifan mdwl adl nwvi- d:;uhalaémd . bk o
imgreriey and s e poskeal gee ir e rmzone®
o Tcaing g o tiraing matbw. Thes | P o & Privend Tl suiali st
nmd..-:l i oo wehl in mpm g he AND ADMINBTRATION: Eefore,
OTHER  INGREDEENTS:  mcocrysaline ignel sl price o concastion d;l mdu awmm e bl and eoe
colidaie. sonch, v, mogreshm dnorete ‘ohea) sape mots ol or o0 g . :
PR ) iml ckotal  CONTRAINDICATIONS: Ths ecuet s douﬂ:h ppr-,“m = o and sofigel 30 dery supply= 30 ety & 18000010 +1 Rew. 07/2018
T dasics ik, 'd no. 40 comrmndicalod n patent e keawn ol moy or ot dfiomnt ond 30 vspsaloe -
ﬁj" nom bkn, FOLC Bhe ra. | Ame 7 bypermes ity to ory & e ingreciiens, s o the . € Confon u,lrb-z-mwvu *'9"' (g
17 i bt aelcing fils o fah ol ansun Tt b praserioad ciose ¢t OFUA doss 1ot
/s
e
4
-

30?3

DUET DHA 400
.beta.-carotene, ascorbic acid, cholecalciferol, .alpha.-tocopherol acetate, d-, thiamine mononitrate, riboflavin,
niacinamide, pyridoxine hydrochloride, folic acid, cyanocobalamin, calcium carbonate, iron, magnesium oxide, zinc

oxide, cupric oxide, iodine, omega-3 fatty acids kit




Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)
Packaging
# Item Code Package Description Marketing Start Date

1 NDC:44118-807-30 1in 1 CARTON; Type 0: Nota Combination Product 09/09/2011

Quantity of Parts

Part # Package Quantity Total Product Quantity
Partl 1BOTTLE 30

Part2 1BOTTLE 30

Part 1 of 2

DUET

NDC:44118-807

Marketing End Date

.beta.-carotene, ascorbic acid, cholecalciferol, .alpha.-tocopherol acetate, d-, thiamine mononitrate, riboflavin,

niacinamide, pyridoxine hydrochloride, folic acid, cyanocobalamin, calcium carbonate, iron, magnesium oxide,

zinc oxide, cupric oxide, iodine tablet

Product Information
Item Code (Source) NDC:44118-803

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
.BETA.-CAROTENE (UNIL: 0 1YAE03M7J) (.BETA.-CAROTENE - UNILO 1YAE03M7J)
ASCORBIC ACID (UNI: PQ6CK8PDOR) (ASCORBIC ACID - UNI:PQ6 CK8PDOR)
CHOLECALCIFEROL (UNIE: 1C6V77QF41) (CHOLECALCIFEROL - UNIL:1C6 V77QF41)

.ALPHA.-TOCOPHEROL ACETATE, D- (UNII: A7E6112E4N) (.ALPHA.-TOCOPHEROL, D- -
UNIEN9PR3490H9)

THIAMINE MO NO NITRATE (UNIL: 8 K01049 19 X) (THIAMINE ION - UNI:4ABT0J945J)
RIBOFLAVIN (UNII: TLM2976 OFR) (RIBOFLAVIN - UNIELTLM2976 OFR)
NIACINAMIDE (UNIL: 25X51I18 RD4) (NIACINAMIDE - UNIL:25X51I8 RD4)

PYRIDO XINE HYDRO CHLORIDE (UNII: 68 YACF58 BV) (PYRIDO XINE - UNI:KV2JZ1BI6 Z)

FOLIC ACID (UNII: 935E97B0OY8) (FOLIC ACID - UNI:935E97BOY8)

CYANO COBALAMIN (UNII: P6 YC3EG204) (CYANOCOBALAMIN - UNIL:P6 YC3EG204)
CALCIUM CARBONATE (UNI: HOG9379FGK) (CALCIUM CATION - UNII:2M83C4R6ZB)
IRON (UNIL: EIUOL152H7) (IRON - UNI:E1UOL152H7)

MAGNESIUM O XIDE (UNI: 3A3U0GI71G) (MAGNESIUM CATION - UNIL:T6 V3LHY838)
ZINC OXIDE (UNI: SOI2LOH54Z) (ZINC CATION - UNII:13S1S8SF37)

CUPRIC OXIDE (UNII: V1XJQ704R4) (CUPRIC CATION - UNI:8CBV67279L)

Basis of Strength
.BETA.-CAROTENE
ASCORBIC ACID
CHOLECALCIFEROL

ALPHA.-TOCOPHEROL,
D-

THIAMINE
RIBOFLAVIN
NIACINAMIDE

PYRIDO XINE
HYDROCHLORIDE

FOLIC ACID
CYANOCOBALAMIN
CALCIUM CATION
IRON

MAGNESIUM CATION
ZINC CATION
CUPRIC CATION

Strength
2800 [iU]
120 mg
820 [iU]

3 mg

1.8 mg
4 mg
20 mg

50 mg

1mg

12 ug
200 mg
25 mg
25 mg
25 mg
2 mg



IODINE (UNIL: 9679TC07X4) (IODINE - UNI:9679TC07X4)

Inactive Ingredients

Ingredient Name
CELLULOSE, MICRO CRYSTALLINE (UNI: OP1R32D6 1U)
STARCH, CORN (UNII: 08232NY3SJ)
SILICON DIO XIDE (UNII: ETJ7Z6 XBU4)
MAGNESIUM STEARATE (UNIL: 70097M6130)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQO0SDW1A)
POLYVINYL ALCOHOL (UNIL: 532B59J990)
TITANIUM DIO XIDE (UNIL: 15FIX9V2JP)
TALC (UNIL: 7SEV7J4R1U)
FD&C RED NO. 40 (UNI: WZB9127X0OA)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)
FD&C BLUE NO. 2 (UNIl: L06 KBR7DQK)

Product Characteristics

IODINE

Color red (maroon) Score

Shape CAPSULE (caplet) Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date

1 NDC:44118-803-30 30 in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation

unapproved drug other

Part 2 of 2
DUET DHA

omega-3 fatty acids capsule, gelatin coated

Product Information
Item Code (Source) NDC:44118-805

Route of Administration ORAL

Active Ingredient/Active Moiety

Marketing Start Date
09/09/2011

220 ug

Strength

no score
20mm

800

Marketing End Date

Marketing End Date



Ingredient Name

OMEGA-3 FATTY ACIDS (UNIL: 7IM78 END5S) (OMEGA-3 FATTY ACIDS -
UNIL:71M78 END5S)

Inactive Ingredients
Ingredient Name
GELATIN (UNIE: 2G86QN327L)
GLYCERIN (UNIL: PDC6A3C00X)
WATER (UNIE: 059 QFOKOOR)
.ALPHA.-TO COPHEROL, D- (UNI:: N9 PR3490H9)
ETHYL VANILLIN (UNI: YC9ST449 YJ)

Product Characteristics

Color yellow Score

Shape CAPSULE Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 NDC:44118-805-30 30 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation

unapproved drug other

Marketing Information
Marketing Category Application Number or Monograph Citation

unapproved drug other

Labeler - Eckson Labs, LLC (078435242)

Revised: 12/2019

Basis of Strength Strength

OMEGA-3 FATTY ACIDS 400 mg

Strength

no score

16 mm

Marketing Start Date Marketing End Date

Marketing Start Date Marketing End Date
09/09/2011

Marketing Start Date  Marketing End Date
09/09/2011

Eckson Labs, LLC
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